The purpose of this study was to evaluate the safety, feasibility, and results of using the Tack-It Endovascular Stapler™ to manage post-PTA dissection. Stents are used to manage of post-PTA dissection of the lower extremity arteries. This generally provides an acceptable post-intervention angiographic result but has long-term disadvantages such as in-stent restenosis and fracture. Focal treatment of post-PTA dissection and avoidance of stent placement in this setting is the function of the Tack-It device. Methods: A total of 15 limbs (11 patients) with 25 lesion treatment sites were treated with the study device between December, 2009 and March, 2010. In the study group, 7 subjects had lesion treatments in one leg and 4 subjects had lesion treatments treated in bilateral extremities for lesions of the SFA, popliteal, or tibial arteries or a combination of these. Indications were CLI in 9 of the 15 limbs and claudication in 6. Results: Acute technical success for luminal patency at the end of the study procedure was achieved with Tack placement and tissue apposition in 100% of all treated dissections. 50 Tacks were placed and placement was accurate in 96% (48/50). Tack placement successfully provided a smooth, post-angioplasty blood vessel surface and permanently secured post-PTA dissections. Mean procedure time was 51 minutes (range 10 -128 minutes). Mean fluoroscopy time was 13 minutes (range 5 -30 minutes). Two patients died and 2 were lost to follow-up during the year after the procedure. There were no device related complications. There were no major limb amputations. 18 of the 25 lesions were available for follow-up at one year. There was recurrent stenosis (Ͼ50%) in 3 of 18. One patient with gangrene and a popliteal occlusion returned with a recurrent stenosis at 3 months and required repeat angioplasty and Tack placement for a TLR rate of 4%. Overall angiographic patency at one year was 83.3%. Conclusions: Use of the Tack-It Endovascular Stapler™ to manage post-PTA dissections is safe and feasible, and resulted in permanent securement of dissection flaps without stent placement and with reasonable angiographic patency at one-year.
